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a drug during an initial period (not to 
exceed a full calendar quarter) in 
which data on the prices for sales of 
the drug are not sufficiently available 
from the manufacturer to compute an 
average sales price for the drug, the 
payment limit is based on the whole-
sale acquisition cost or the applicable 
Medicare Part B drug payment meth-
odology in effect on November 1, 2003. 

(f) Except as otherwise specified (see 
paragraph (e)(2) of this section) for in-
fusion drugs, the payment limits are 
updated quarterly. 

(g) The payment limit is computed 
without regard to any special pack-
aging, labeling, or identifiers on the 
dosage form or product or package. 

(h) The payment amount is subject to 
applicable deductible and coinsurance. 

[69 FR 66424, Nov. 15, 2004, as amended at 70 
FR 70332, Nov. 21, 2005] 

§ 414.906 Competitive acquisition pro-
gram as the basis for payment. 

(a) Program payment. Beginning in 
2006, as an alternative to payment 
under § 414.904, payment for a CAP drug 
may be made through the CAP if the 
following occurs: 

(1) The CAP drug is supplied under 
the CAP by an approved CAP vendor as 
specified in § 414.908(b). 

(2) The claim for the prescribed drug 
is submitted by the approved CAP ven-
dor that supplied the drug, and pay-
ment is made only to that vendor. 

(3) The approved CAP vendor collects 
applicable deductible and coinsurance 
with respect to the drug furnished 
under the CAP only after the drug is 
administered to the beneficiary. 

(4) The approved CAP vendor delivers 
CAP drugs directly to the participating 
CAP physician in unopened vials or 
other original containers as supplied 
by the manufacturer or from a dis-
tributor that has acquired the products 
directly from the manufacturer and in-
cludes language with the shipping ma-
terial stating that the drug was ac-
quired in a manner consistent with all 
statutory requirements. If the ap-
proved CAP vendor opts to split ship-
ments, the participating CAP physi-
cian must be notified in writing which 
can be included with the initial ship-
ment, and each incremental shipment 
must arrive at least 2 business days be-

fore the anticipated date of adminis-
tration. 

(5) The approved CAP vendor bills 
Medicare only for the amount of the 
drug administered to the patient, and 
the beneficiary’s coinsurance will be 
calculated from the quantity of drug 
that is administered. 

(b) Exceptions to competitive acquisi-
tion. Specific CAP drugs, including a 
category of these drugs, may be ex-
cluded from the CAP if the application 
of competitive bidding to these drugs— 

(1) Is not likely to result in signifi-
cant savings; or 

(2) Is likely to have an adverse im-
pact on access to those drugs. 

(c) Computation of payment amount. (1) 
Except as specified in paragraph (c)(2) 
of this section, payment for CAP drugs 
is based on bids submitted, as a result 
of the bidding process as described in 
§ 414.910. Based on these bids, a single 
payment amount for each CAP drug in 
the competitive acquisition area is de-
termined on the basis of the bids sub-
mitted and accepted and updated from 
the bidding period to the payment 
year. This single payment amount is 
then updated on an annual basis based 
on the approved CAP vendor’s reason-
able net acquisition costs for that cat-
egory as determined by CMS, based, in 
part, on information disclosed to CMS 
and limited by the weighted payment 
amount established under section 1847A 
of the Act across all drugs for which a 
composite bid is required in the cat-
egory, and limited by the payment 
amount established under section 1847A 
of the Act for each other drug for 
which the approved CAP vendor sub-
mits a bid in accordance with § 414.910. 
Adjustment to the payment amounts 
may be made more often than annu-
ally, but no more often than quarterly, 
in any of the following cases: 

(i) Introduction of new drugs. 
(ii) Expiration of a drug patent or 

availability of a generic drug. 
(iii) Material shortage that results in 

a significant price increase for the 
drug. 

(iv) Withdrawal of a drug from the 
market. 

(2) The alternative payment amount 
established under section 1847A of the 
Act may be used to establish payment 
for a CAP drug if— 
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(i) The drug is properly assigned to a 
category established under the CAP; 
and 

(ii) It is a drug for which a HCPCS 
code must be established. 

(d) Adjustments. There is an estab-
lished process for adjustments to pay-
ments to account for drugs that were 
billed, but which were not adminis-
tered. 

(e) Resupply of participating CAP phy-
sician drug inventory. A participating 
CAP physician may acquire drugs 
under the CAP to resupply his or her 
private inventory if all of the following 
requirements are met: 

(1) The drugs were required imme-
diately. 

(2) The participating CAP physician 
could not have anticipated the need for 
the drugs. 

(3) The approved CAP vendor could 
not have delivered the drugs in a time-
ly manner. For purposes of this sec-
tion, timely manner means delivery 
within the emergency delivery time-
frame, as defined in § 414.902. 

(4) The participating CAP physician 
administered the drugs in an emer-
gency situation, as defined in § 414.902. 

(f) Substitution or addition of drugs on 
an approved CAP vendor’s CAP drug 
list—(1) Short-term substitution of a CAP 
drug. On an occasional basis (for a pe-
riod of time less than 2 weeks), an ap-
proved CAP vendor may agree to fur-
nish a substitute NDC within a HCPCS 
code on the approved CAP vendor’s 
CAP drug list if the approved CAP ven-
dor— 

(i) Is willing to accept the payment 
amount that was established for the 
HCPCS code under this section; and 

(ii) Obtains the participating CAP 
physician’s prior approval. 

(2) Long-term substitution or addition 
of a CAP drug. An approved CAP vendor 
may submit a request, as specified in 
paragraph (f)(3) of this section, for ap-
proval to substitute an NDC supplied 
by the approved CAP vendor for an-
other NDC within the same HCPCS 
code or to add an NDC to the approved 
CAP vendor’s drug list, if at least one 
of the following criteria is met: 

(i) Proposed substitution of an NDC 
for a period of 2 weeks or longer. 

(ii) Proposed addition of one or more 
NDCs within a HCPCS code included in 

the CAP drug category specified by 
CMS or on the approved CAP vendor’s 
approved CAP drug list. 

(iii) Proposed addition of— 
(A) One or more newly issued HCPCS 

codes; or 
(B) One of the following single indi-

cation orphan drug J codes or their up-
dates: J0205, J0256, J9300, J1785, J2355, 
J3240, J7513, J9010, J9015, J9017, J9160, 
J9216. 

(iv) Beginning January 1, 2007, the 
proposed addition of a drug(s) that has 
not yet been assigned a HCPCS code, 
but for which a HCPCS code must be 
established. 

(3) Requesting the addition or substi-
tution of CAP drug. An approved CAP 
vendor that meets the one of the cri-
teria specified in paragraph (f)(2) must 
submit a written request to CMS or its 
designee. The request must— 

(i) Specify the NDC(s) and the respec-
tive HCPCS code that is to be added or 
substituted. 

(ii) Address the rationale for the sub-
stitution or addition of the NDC(s) or 
the addition of the HCPCS code(s) as 
applicable; and 

(iii) Address the impact of the substi-
tution of the NDC(s) or the addition of 
the NDC(s) or HCPCS code(s), or both 
on— 

(A) Patient and drug safety; 
(B) Drug waste; and 
(C) The potential for cost savings. 
(4) Approval of a request(s). CMS or its 

designee notifies the approved CAP 
vendor of its decision. 

(i) Except as specified in paragraph 
(f)(4)(ii) of this section, an approved re-
quest is effective at the beginning of 
the next calendar quarter. 

(ii) Approved substitutions for re-
quest based on a drug shortage or other 
exigent circumstance may become ef-
fective immediately provided that— 

(A) CMS approves the immediate sub-
stitution; and 

(B) The approved CAP vendor’s noti-
fies its CAP participating physicians of 
the substitution immediately following 
CMS approval. 

(5) Payment for an approved drug 
change(s). The payment for— 

(i) Substituted or added CAP drugs 
that are within a HCPCS code for 
which payment is computed under 
paragraph (c)(1) of this section is the 
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single payment for that HCPCS code, 
as determined and updated in accord-
ance with paragraph (c)(1) of this sec-
tion; or 

(ii) Added CAP drugs that are not 
within a HCPCS code for which pay-
ment is computed under paragraph 
(c)(1) of this section is specified under 
paragraph (c)(2) of this section. 

[70 FR 39094, July 6, 2005, as amended at 70 
FR 70333, Nov. 21, 2005; 71 FR 9460, Feb. 24, 
2006] 

§ 414.908 Competitive acquisition pro-
gram. 

(a) Participating CAP physician selec-
tion of an approved CAP vendor. (1) CMS 
provides the participating CAP physi-
cian with a process for the selection of 
an approved CAP vendor on an annual 
basis, with exceptions as specified in 
§ 414.908(a)(2). Participating CAP physi-
cians will also receive information 
about the CAP in the enrollment proc-
ess for Medicare participation set forth 
in section 1842(h) of the Act. 

(2) A participating CAP physician 
may select an approved CAP vendor 
outside the annual selection process or 
opt out of the CAP for the remainder of 
the annual selection period when— 

(i) The selected approved CAP vendor 
ceases participation in the CAP; 

(ii) The physician leaves a group 
practice participating in CAP; 

(iii) The participating CAP physician 
relocates to another competitive acqui-
sition area; or 

(iv) For other exigent circumstances 
defined by CMS. 

(3) The physician participating in the 
CAP— 

(i) Elects to use an approved CAP 
vendor for the drug category and area 
as set forth in § 414.908(b); 

(ii) Completes and signs the CAP 
election agreement; 

(iii) Submits a written prescription 
order to the approved CAP vendor with 
complete patient information for pa-
tients new to the approved CAP vendor 
or when information changes. Abbre-
viated information may be sent on all 
subsequent orders for a patient for 
which the approved CAP vendor has 
previously received complete informa-
tion and that has no changes to the 
original information. Prescription or-
ders may be initiated by telephone, 

with a follow-up written order provided 
within 8 hours for routine deliveries 
and immediately for emergency deliv-
eries; 

(iv) Does not receive payment for the 
CAP drug; 

(v) Except where applicable State 
pharmacy law prohibits it, provides the 
following information to the approved 
CAP vendor to facilitate collection of 
applicable deductible and coinsurance 
as described in § 414.906(a)(3): 

(A) Date of order. 
(B) Beneficiary name, address, and 

phone number. 
(C) Physician identifying informa-

tion: 
Name, practice location/shipping ad-

dress, group practice information (if 
applicable), PIN, and UPIN. 

(D) Drug name. 
(E) Strength. 
(F) Quantity ordered. 
(G) Dose. 
(H) Frequency/instructions. 
(I) Anticipated date of administra-

tion. 
(J) Beneficiary Medicare informa-

tion/Health insurance (HIC) number. 
(K) Supplementary insurance infor-

mation (if applicable). 
(L) Medicaid information (if applica-

ble). 
(M) Additional patient information: 

date of birth, allergies, height/weight, 
ICD–9–CM (if necessary). 

(vi) Agrees to accept the particular 
National Drug Codes (NDCs) supplied 
by the approved CAP vendor for the du-
ration of the participating CAP physi-
cian’s enrollment with the approved 
CAP vendor, subject to paragraphs 
(a)(3)(vii) and (a)(3)(xiv) of this section. 
By electing to participate with an ap-
proved CAP vendor, the participating 
CAP physician also agrees to accept 
the changes to the approved CAP ven-
dor’s CAP drug list that have been ap-
proved in accordance with § 414.906(f). 

(vii) Agrees to place routine orders 
for CAP drugs at the HCPCs level, ex-
cept when medical necessity requires a 
particular formulation on the approved 
CAP vendor’s CAP drug list. Medical 
necessity must be documented. When 
the conditions of this paragraph are 
met, the participating CAP physician 
may submit a prescription order to the 
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